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REMARKS 

Claims 25-50 are pending in the present application. Applicant notes with 
appreciation that the Examiner has indicated claims 40-46 as being allowable. Claims 25-32 
and 34 stand rejected under 35 U.S.C. § 102(b), and claims 33, 35-39, and 47-50 stand 
rejected under 35 U.S.C. § 103(a). Applicant submits that the arguments contained herein 
traverse the outstanding rejections. Accordingly, Applicant respectfully requests 
reconsideration and withdrawal of the outstanding rejections in view of the arguments 
contained herein. 

Rejections under 35 U.S.C. § 102(b) 

As being Anticipated by U.S. Patent No. 6,104,952 

Claims 25-32 and 34 stand rejected under 35 U.S.C. § 102(b) as being anticipated by 
U.S. Patent No. 6,104,952 (hereinafter, Tu). 

In order for a claim to be properly rejected under 35 U.S.C. § 102(b), the applied 
reference must teach each and every element of the claimed invention. "A claim is 
anticipated only if each and every element as set forth in the claim is found, either expressly 
or inherently described, in a single prior art reference." M.P.E.P. § 2131, citing Verdegaal 
Bros. v. Union Oil Co. of California, 814 F.2d 628, 631 (Fed. Cir. 1987). Applicant, 
respectfully submits that the rejection of record does not meet these requirements. 

Independent Claim 25 

Claim 25 recites "a heater control system capable of maintaining the interface at a 
temperature between about 48°C to about 53°C for at least 20 seconds." The Examiner 
asserts that control mechanism 3 1 meets this limitation, but later admits that Tu does not meet 
this limitation by stating that Tu "fails to specifically disclose the temperature range and 
application time of the RF energy." Office Action, page 3. Consistent with the foregoing, 
Applicant can find no mention made in the disclosure of Tu as to a specific temperature range 
or application time. Thus, Tu does not anticipate this limitation of claim 25. Accordingly, 
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Applicant respectfully requests the reconsideration and withdrawal of the 35 U.S.C. § 102 
rejection of record. 

Anticipation of a claimed range by the applied art needs "[a] specific example in the 
prior art which is within a claimed range [that] anticipates the range." M.P.E.P. § 2131.03 I. 
Moreover, "[i]n order to anticipate the claims, the claimed subject matter must be disclosed in 
the reference with 'sufficient specificity to constitute an anticipation under the statute.'" 
M.P.E.P. § 2131.03 II. However, the Examiner's rejection fails to meet these requirements 
because Tu does not disclose a temperature range to be delivered by the invention with any 
specificity, and because any temperature capable of ablating a canker sore would not be in the 
range of about 48°C to about 53°C, which is not intended to cause tissue ablation. Tu's 
invention is intended to contact the canker sore and provide RF energy sufficient to ablate the 
canker sore, and as a result would necessarily be greater than the range of about 48°C to 
about 53°C. See Tu, column 6, line 65-column 7, line 4. Thus, Tu's temperature control 
would have to provide a temperature range sufficient for ablation of the canker sore and 
would not meet the claim language of "a heater control system capable of maintaining the 
interface at a temperature between about 48°C to about 53°C." Also, Tu does not disclose a 
time that the interface can be maintained at a temperature. Tu discloses that the "RF energy 
generator 25 has the capability to supply RF energy by controlling the time, power and 
temperature, through a separately closed-loop temperature control means 3 1 Tu, column 7 
lines 39-43. However, Tu does not disclose a specific time overlapping the claimed range as 
required for anticipation under 35 U.S.C. § 102. Accordingly, Applicant respectfully 
requests the reconsideration and withdrawal of the 35 U.S.C. § 102 rejection of record. 

Claim 25 also recites "an input/output system allowing a user to select a pre- 
programmed setting and to variably adjust a pre-programmed parameter of the setting within 
a predetermined safe range, wherein each pre-programmed setting provides a treatment 
optimized for a particular type of skin lesion." The Examiner asserts that Figure 7 teaches an 
input/output system. However, Figure 7 is not an input/output system, but a schematic 
diagram of the RF delivery system. Tu, column 7, lines 44-45. Even assuming arguendo that 
Figure 7 discloses an input/output system, Tu does not teach allowing a user to variably 
adjust a pre-programmed parameter of the setting within a predetermined safe range. Tu 
discloses that "RF energy generator 25 has the capability to supply RF energy by controlling 
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the time, power and temperature, through a separately closed-loop temperature control means 
3 1 ." Tu, column 7 lines 39-43. However, Tu does not teach that the user can access the 
control means to adjust a pre-programmed parameter. Moreover, assuming arguendo that the 
settings for treating a canker sore is a pre-programmed setting, Tu does not disclose that a 
device having pre-programmed settings, wherein each pre-programmed setting provides a 
treatment optimized for a particular type of skin lesion. Instead, Tu discloses that "it is an 
object of the present invention to provide a method and an improved medical device for 
generating and controlling heat to treat the canker sores in the mucous membrane of the 
mouth." Tu, column 3, lines 34-37. Thus, Tu does not teach every limitation of claim 25 as 
required for a rejection under 35 U.S.C. § 102. Accordingly, Applicant respectfully requests 
the withdrawal of the 35 U.S.C. § 102 rejection of record. 

Claims 26-32, and 34 

Claims 26-32, and 34 depend directly from, and inherit all of the limitations of 
independent claim 25, shown above to be allowable over the applied art. Therefore, claims 
26-32, and 34 are allowable, at least, because of their dependence from independent claim 25. 
Moreover, claims 26-32, and 34 contain patentable subject matter that would allow them to 
stand on their own. 

For example, claim 28 recites "wherein the heater control system is capable of 
maintaining the interface at a temperature between about 48°C to about 53°C for at least 30 
seconds." Tu does not meet this limitation and the Examiner admits that Tu does not meet 
this limitation by stating that Tu "fails to specifically disclose the temperature range and 
application time of the RF energy." Office Action, page 3. Tu discloses that the "RF energy 
generator 25 has the capability to supply RF energy by controlling the time, power and 
temperature, through a separately closed-loop temperature control means 3 1 ." Tu, column 7 
lines 39-43. However, Tu does not disclose a specific time or temperature overlapping the 
claimed range as required for anticipation under 35 U.S.C. § 102. 

Claim 29-32 recite that the heater control system is capable of maintaining the 
interface at a temperature between about 48°C to about 53°C for at least 60, 90, 120, and 150 
seconds respectively. As discussed above, Tu does not anticipate these limitations. 
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Rejections under 35 U.S.C. § 103 

As being Unpatentable over Tu 

Claims 33, 35-39, and 47-50 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Tu. 

"To establish a prima facie case of obviousness, three basic criteria must be met. 
First, there must be some suggestion or motivation, either in the references themselves or in 
the knowledge generally available to one of ordinary skill in the art, to modify the reference 
or to combine reference teachings. Second, there must be a reasonable expectation of 
success. Finally, the applied reference (or references when combined) must teach or suggest 
all the claim limitations." M.P.E.P. § 2143. Applicant, respectfully submits that the rejection 
of record does not meet these criteria. 

Examiner's Prima Facie Conclusion of Obviousness is Improper 

The Examiner asserts that the Applicant discloses in the detailed description of the 
invention that "'the optimal period of time during which a specific type of lesion should be 
heated to a temperature within the appropriate temperature range can readily be determined 
by those of skill in the art,' and therefore it would have been obvious to a skillful artisan to 
determine the temperature range should be 48-55 degrees C for a period of time from 30-150 
seconds as required for the specific lesion type an size including the treatment of acne." 
Office Action, page 4. However, this is an improper conclusion because "[kjnowledge of the 
applicant's disclosure must be put aside in reaching this determination [prima facie obvious] . 
. . . The tendency to resort to 'hindsight' based upon applicant's disclosure is often difficult to 
avoid due to the very nature of the examination process . . . [but] impermissible hindsight 
must be avoided and the legal conclusion must be reached on the basis of facts gleaned from 
the prior art." M.P.E.P. § 2142. In the instant case, the Examiner pulls the motivation and 
facts upon which the improper prima facie conclusion of obviousness is based from the 
applicant's own disclosure. 

Moreover, Applicant's statement referred to by the Examiner, concerning the optimal 
period of time during which a specific type of lesion should be heated to a temperature within 
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the appropriate temperature range can readily be determined by those of skill in the art, was 
made by the Applicant with a view to the teachings and information disclosed by the 
Applicant about the inventive concept. The statement was not made in isolation from the 
inventive concept, and thus not properly used in the Examiner's rejection. Therefore, the 
Examiner fails to establish a prima facie case of obviousness as required for a rejection under 
35 U.S.C. § 103 because the Examiner resorts to impermissible hindsight based on the 
Applicant's disclosure. Accordingly, Applicant respectfully requests the withdrawal of the 
35 U.S.C. § 103 rejection of record. 

Independent Claim 35 

The Examiner states that Tu discloses "a method of treating canker sores (skin 
lesions) essentially as claimed, but fail to specifically disclose the temperature range and 
application time of the RF energy." Office Action, page 3. However, Tu's method of 
treating canker sores does not teach or suggest the limitations of claim 35. Tu does not teach 
or suggest "selecting a pre-programmed setting on a device, wherein each pre-programmed 
setting is optimized to treat a particular skin lesion," as recited, in part, in claim 35. Tu 
discloses that "it is an object of the present invention to provide a method and an improved 
medical device for generating and controlling heat to treat the canker sores in the mucous 
membrane of the mouth." Tu, column 3, lines 34-37. Assuming arguendo that this is a pre- 
programmed setting, it is only one pre-programmed setting for treating canker sores. Thus, 
Tu does not teach or suggest a device where "each pre-programmed setting is optimized to 
treat a particular skin lesion." Moreover, the Examiner does not provide a reference teaching 
or suggesting this limitation, or a motivation for one skilled in the art to modify Tu's device 
(designed to treat canker sores on a mucous membrane in the mouth, and not skin lesions) to 
allow selection of a pre-programmed setting on the device, wherein each pre-programmed 
setting is optimized to treat a particular skin lesion. Therefore, the Examiner fails to establish 
a prima facie case with respect to this limitation as required for a rejection under 35 U.S.C. § 
103. 

Moreover, claim 35 recites "maintaining the thermal energy applied to the lesion such 
that heat at the lesion is sustained at about 48°C to about 53°C for at least 30 seconds." Tu 
does not teach or suggest this limitation as admitted by the Examiner on page 3 of the Office 
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Action. As discussed above, the Examiner uses impermissible hindsight by relying on the 
Applicant's disclosure to assert a prima facie case for this limitation. Thus, the Examiner 
fails to establish a prima facie case as require under 35 U.S. C. § 103. 

Claim 35 also recites "varying an individual parameter of the pre-programmed setting 
within a predetermined safe range according to user preference." Tu does not teach or 
suggest this limitation. Tu discloses the power, temperature and time (asserted parameters) 
being controlled by a separately closed loop temperature control means. See Tu, column 7, 
lines 39-43. However, Tu does not teach that the user can access the control means to vary 
an individual parameter of a pre-programmed setting. Moreover, the Examiner does not 
provide a reference showing this limitation, or a motivation for one skilled in the art to 
modify Tu's device to meet this limitation. Therefore, the Examiner fails to establish a prima 
facie case with respect to this limitation as required for a rejection under 35 U.S.C. § 103. 
Accordingly, Applicant respectfully requests withdrawal of the 35 U.S.C. § 103 rejection of 
record. 

Claims 36-39 and 47 

Claims 36-39 and 47 depend from, and inherit all of the limitations of independent 
claim 35, shown above to be allowable over the applied references. Therefore, claims 36-39 
and 47 are allowable, at least because of their dependence from independent claim 35. 
Moreover, claims 36-39 and 47 contain patentable subject matter that would allow them to 
stand on their own. 

For example, claims 36-39 all recite limitations wherein the heat at the lesion is 
sustained at a temperature between about 48°C to about 53°C for 60, 90, 120, and 150 
seconds respectively. As discussed above, the Examiner admits that Tu does not teach or 
suggest these limitations. Moreover, the Examiner's use of impermissible hindsight in an 
attempt to establish a prima facie case is improper. See M.P.E.P. § 2142. Therefore, the 
Examiner fails to establish a prima facie case of obviousness as required for a rejection under 
35 U.S.C. § 103. Accordingly, Applicant respectfully requests withdrawal of the 35 U.S.C. § 
103 rejection of record. 
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Claim 47 recites "wherein the skin lesion is acne." Other than citing the Applicant's 
own disclosure by resorting to impermissible hindsight as discussed above, the Examiner 
does not provide any reference or motivation to modify Tu's invention to treat acne. 
Therefore, the Examiner fails to establish a prima facie case of obviousness as required for a 
rejection under 35 U.S.C. § 103. Accordingly, Applicant respectfully requests withdrawal of 
the 35 U.S.C. § 103 rejection of record. 

Independent Claim 48 

Claim 48 recites, in part, "programming a device with one or more parameters for a 
treatment setting, such that each setting is optimized for a specific skin lesion. 55 Tu does not 
teach or suggest this limitation. Tu discloses that "[t]he RF energy generator 25 has the 
capability to supply RF energy by controlling time, power and temperature, through a 
separately closed-loop temperature control means 31. 55 Column 7, lines 39-43. Assuming 
arguendo that these are parameters for a treatment setting, Tu does not teach or suggest that 
"each [treatment] setting is optimized for a specific skin lesion. 55 Instead, Tu discloses that 
"it is an object of the present invention to provide a method and an improved medical device 
for generating and controlling heat to treat the canker sores in the mucous membrane of the 
mouth. 55 Tu, column 3, lines 34-37. Thus, Tu does not teach or suggest "treatment settings, 
such that each setting is optimized for a specific skin lesion. 55 Other than impermissibly using 
the hindsight of the Applicant's disclosure, the Examiner does not assert that it would have 
been obvious for a person skilled in the art to have modified Tu to allow programming Tu 5 s 
device with one or more parameters for a treatment setting, such that each setting is 
optimized for a specific skin lesion. Office Action, page 4 Thus, Tu does not teach or 
suggest this limitation. Therefore, the Examiner fails to establish a prima facie case as 
required for a rejection under 35 U. S. C. § 103. 

Claim 48 also recites "an alert to indicate the device is ready to begin a treatment, and 
an alert to indicate an unsafe temperature. 55 Tu does not teach or suggest this limitation and 
the Examiner does not assert (or even address this limitation) in the § 103 rejection of record. 
Therefore, Tu does not teach or suggest this limitation as required to establish a prima facie 
case under 35 U.S.C. § 103. 
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Claim 48 recites "selecting the program setting for the specific skin lesion." Tu 
discloses that "it is an object of the present invention to provide a method and an improved 
medical device for generating and controlling heat to treat the canker sores in the mucous 
membrane of the mouth." Tu, column 3, lines 34-37. However, Tu does not teach or suggest 
"selecting the program setting for the specific skin lesion." The Examiner does not assert the 
motivation for one skilled in the art to modify Tu's device designed to treat canker sores in 
the mucous membranes of the mouth in order to allow "selecting the program setting for the 
specific skin lesion," nor does the examiner cite a reference teaching or suggesting this 
limitation other than impermissibly citing the Applicant's own disclosure. Therefore, the 
Examiner fails to establish a prima facie of case of obviousness as required under 35 U.S.C. § 
103. 

Claim 48 recites, in part, "varying one or more parameters of the programmed setting 
within a predetermined safe range, according to user preference." Tu does not teach varying 
one or more parameters of the programmed setting within a predetermined safe range. Tu 
discloses the power, temperature and time (asserted parameters) being controlled by a 
separately closed loop temperature control means. See Tu, column 7, lines 39-43. However, 
Tu does not teach or suggest that the control means allows varying one or more of the 
asserted parameters within a predetermined safe range. The Examiner's rejection fails to 
assert a reference teaching this limitation or a motivation for one of ordinary skill in the art to 
alter Tu's invention. Therefore, the Examiner fails to establish a prima facie of case of 
obviousness as required under 35 U.S.C. § 103. Accordingly, Applicant respectfully requests 
withdrawal of the 35 U.S.C. § 103 rejection of record. 

Claims 49-50 

Claims 49-50 depend from, and inherit all of the limitations of independent claim 48, 
shown above to be allowable over the applied references. Therefore, claims 49-50 are 
allowable, at least because of their dependence from independent claim 48. Moreover, claims 
49-50 contain patentable subject matter that would allow them to stand on their own. 

For example, claim 49 recites "wherein the temperature is maintained within a 
tolerance of ± 1° C." The Examiner asserts that a typical system controller "used in precise 
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surgical or treatment procedures maintains the temperature set points within +/- 1 degree C." 
Office Action, page 4. Applicant traverses this assertion and would point out that system 
controllers used in surgical or treatment procedures can tolerate ranges greater than +/- 1 
degree C. Take Tu's invention for example, precise temperature control of +/- 1 degree C is 
not necessary for ablation of tissue, since one of the reasons for precise temperature control is 
to avoid tissue destruction. Accordingly, Applicant respectfully requests that the Examiner 
supply an affidavit setting forth specific factual statements and explanation to support the 
finding. "If the examiner is relying on personal knowledge to support the finding of what is 
know in the art, the examiner must provide an affidavit or declaration setting forth specific 
factual statements and explanation to support the finding." M.P.E.P. § 2144.03(C) (citing 37 
C.F.R. § 1 .104(d)(2)). Otherwise, Applicant respectfully request the Examiner to withdraw 
the 35 U.S.C. §103 rejection of record, because "general conclusions concerning what is 
'basic knowledge' . . .to one of ordinary skill in the art without specific factual findings and 
some concrete evidence in the record to support these findings will not support an 
obviousness rejection. M.P.E.P. § 2144.03 (B), citing Zee, 277 F.3d at 1344-45, (Fed.. Cir. 
2002). 

Claim 50 recites "wherein the temperature is maintained for at least 30 seconds." As 
discussed above, the Examiner admits that Tu does not teach or suggest this limitation. 
Moreover, the Examiner's use of impermissible hindsight in an attempt to establish a prima 
facie case is improper. See M.P.E.P. § 2142. Therefore, the Examiner fails to establish a 
prima facie case of obviousness as required for a rejection under 35 U.S.C. § 103. 
Accordingly, Applicant respectfully requests withdrawal of the 35 U.S.C. § 103 rejection of 
record. 

Claim 33 

Claim 33 depends from and inherits all of the limitations of independent claim 25, 
shown above to be allowable over the applied references. Moreover, the Examiner's 35 
U.S.C. § 103 rejection of record does not establish a prima facie obviousness for the 
limitations of claim 25. Thus, claim 33 is allowable, at least because of its dependence from 
claim 25. Moreover, claim 33 contains patentable subject matter that would allow it to stand 
on its own. 
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Claim 33 recites "wherein the heater control system uses a feedback control 
mechanism involving the use of PID control algorithms." The Examiner admits that Tu 
specifically fails to disclose a PID controller, but maintains that it would have been obvious 
to a skillful artisan to utilize a PID controller since its advantages are well known in the art. 
However, the fact that the claimed invention is within the capabilities of one of ordinary skill 
in the art is not sufficient by itself to establish prima facie obviousness. M.P.E.P. § 2143.01 
(reciting further that the level of skill in the art cannot be relied upon to provide the 
suggestion to combine references). Thus, the Examiner's rejection is improper because the 
Examiner's purported motivation is insufficient to establish the claim prima facie obvious 
according to M.P.E.P. § 2143.01 . Therefore, the Examiner fails to establish a prima facie 
case as required under 35 U.S.C. § 103. Accordingly, Applicant respectfully requests the 
reconsideration and withdrawal of the 35 U.S.C. §103 rejection of record. 

Moreover, Applicant traverses the Examiner's assertion and respectfully requests that 
the Examiner supply an affidavit setting forth specific factual statements and explanation to 
support the finding. "If the examiner is relying on personal knowledge to support the finding 
of what is know in the art, the examiner must provide an affidavit or declaration setting forth 
specific factual statements and explanation to support the finding." M.P.E.P. § 2144.03(C) 
(citing 37 C.F.R. § 1.104(d)(2)). Otherwise, Applicant respectfully request the Examiner to 
withdraw the 35 U.S.C. §103 rejection of record, because "general conclusions concerning 
what is 'basic knowledge' . . .to one of ordinary skill in the art without specific factual 
findings and some concrete evidence in the record to support these findings will not support 
an obviousness rejection. M.P.E.P. § 2144.03 (B), citing Lee, 277 F.3d at 1344-45, (Fed.. 
Cir. 2002). 

Summary 

In view of the above, Applicant believes the pending application is in condition for 
allowance. Accordingly, the Examiner is respectfully requested to pass this application to 
issue. 
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Applicant believes no fee is due with this response. However, if a fee is due, please 
charge our Deposit Account No. 06-2375, under Order No. 67479/P001US/10504614 from 
which the undersigned is authorized to draw. 



Dated: February 6, 2006 Respectfully submitted, 

B y QSZ'.K/ 

R. Ross Viguet 
Registration No.: 42,203 
FULBRIGHT & JAWORSKI L.L.P. 
2200 Ross Avenue, Suite 2800 
Dallas, Texas 75201-2784 
(214) 855-8185 
(214) 855-8200 (Fax) 
Attorney for Applicant 
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